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I REASON FOR REVIEW

Review Historic Approval Date

Review of the specifications of packaging materials in compliance with the
actions by the selected materials Gap Analysis GA01/2021, 14/2021,
15/2021, 19/2021, 09/2022 and 34/2022 and by the Change Controls CM
09 17/2021, 18/2021, 25/2021, 02/2022 and 05/2022. October 24, 2022
According to the proposed amendments 1D 11/2022.

There is no training that requires an implementation of the document in the
QMS.

00 Initial issue. January 8, 2019

GOAL

Provide the specifications of the packaging and labeling used in the models of the Keraring Intrastromal Corneal
Ring product (SI5, S16, SG, AS5 and AS6) under the scope of the CE marking.

1. SCOPE

This document applies to the Production (Implant Quality and Cleaning - QLI and Packaging), Supply, Logistics
and Quality Management and Regulatory Affairs sectors.

I11. TECHNICAL SPECIFICATIONS

4.1. Models and Specifications

4.1.1 Primary packaging

See current version DET IC 14.

4.1.2. Secondary packaging

See current version DET IC 30.



MEDIPHACOS
EE EMB 14 - Keraring
Review 09
Page 2 of 10

4.1.3 Tertiary packaging:
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KERARING

INTRASTROMAL CORNEAL RING SEGMENT
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Layout: 200020004 Keraring Cardridge Rev 07

Dimensions (close): 96 x 26 x 145 mm
Dimensions (open): 25,5 x 24,0 cm

Material: black ink in lamination and gloss on side 1

Grammage: 325 g
Collors:3x0
Pantones: 8062 C, 7633 C and Black C
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4.1.4 Implant card:
FRONT
. . |
4 A N N ™
EN Comeal Ring DA homhinde-r DE
Ir Homhautrir EL Ewa: T
ES SEQI'I'EI'\TCI de anllio comeal Infraestromal. FR. Segment danneau Gf.ﬂ'leel'l Imrasimmal.
IT Segmento dell'anello comeale Infrastromale. LT Intrastrominis ragenos iedo
NL hoorr PT de anel comeano
- MED' PHACOS Intragstromal. RO Segmentul Inel carmeaan Intrastromal. SK Intrastromainy pratencovy
segment rohovky. SL Intrastromalini segment roZenice.
-
¥
e KERRARING
E wune. madiphaces, com/canaepaciane
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(" ENinstuctonforcomplton. DA sk i ergere Y \'/:no Vot ™

se. DEAnlaitung zum Ausfiflen. EL O8nyizc yia oupmvipeon.
ES Instrucdones para completer. FR ﬁtrud]m pour
l'achévement. IT [stuzioni per 1 completamento. LT
Uzpildymo instrukeja. NL Instructie voor voltooiing. PT
Instugdo  para condusdo. RO Instuctiune  pentru
completare. SK Pokyn na dokonéenie. SL Navodin za
dokoncanje.

EN To be filled by the healthcare institution/provider. DA
Udfyldes af sundhedsinsifutionfudbyder. Von der
Gemndmtmnm‘mgfdﬁﬂ Lequrgsemmger awsaufillen.
EL Bopmnpavera and 1o ibpupa ﬁngSPara
serllemdoporla\rsumonbrweedudesd FR Aramplir
par I"tablissementiprestataire de sairs. IT Da compilare a
mradﬂll'uﬂe‘pmstamm sanitario. LT Pildo sveikatos fstaiga /
Ea gmﬁj’as,llllmew.lpndmrde zorginstelling/aar-

jeder. PT A ser preenchido pela instituicdofprestadar de
salide. RO A se completa de care in: mizorul de
sanatate. SK Vypini' zdravoind |rmuxla'puskm\ratd SL

Izpolni zdravstveni zavodiizvajalec: §7 121
e —
EN Patient Name or 1D. DA Patientens navn. DE

Patientenname. EL aodevoc, ES Nombre del

iente. FR Nom du patient. IT Nome del paziente. LT
mmldasipavaﬂé. NL Naam patiént Pasientens
nam. PT Nome do doente. RO Nume pacient. SK Meno
pacienta. SL Ime bolnika

EL Date of Implantation. DA Implementeringsdato. DE
Umsetzungsdatum. EL Hpcpoupio epgitevong. ES
Fecha de implantacidn. FR Date d'im iniation. m I]ata

EN Device Name. Dﬁénuhg%?a& IDdE GetalenaFrEe;iuf_lﬂ.
OUOKEIC re del dispositivo
m.apparei IT nmedﬂ dispositivo. LT [renginio

dellimpianto. LT Impl
datum. PT Data do implante. RO Data implantarii. SK
l]ammmplanta(le SL Datum implantacije

Bl Name and Address of the implanting healthcare
institution/provider. DA Navn og adresse pa den
implanterende sundhedsinstitution/udbyder. DE Name
und Adresse der |mplan1lerenden Besundheﬂsemrm

MNome do dispositivo.
RO Nume dlspozmv SK Nazov zariadenia. SL Ime
naprave

d]

EN Manufacturer. DA Fabrikant. DE Hersteller. EL
Koo qc. ES Fabricante. FR Fabricant. IT
Produttore. LT Gamintojas. NL Fabrikant. PT Fabricante.
RO Producator. SK Wjrobea. SL Proizvajalec

-

tung/des , Anbieters. EL Tvg ot}
EHpUTEDGPEVOL  (EpUpaT )(UU UYELOUKIG
mepibahng. ESNombrey direccion de la institucion/pro-
veedor de salud que implanta. FR Nom et adresse de
|'établissement de sante/prestataire d'implantation. IT
Nome e indirizzo dell'istituto/operatore sanitario che
effetua V'impianto. LT Implantuojancios  sveikatos

ezilros jstaigosteikéjo pavadinimas ir adresas. NL
ﬁaamenagllesvandel%lgmmdezmmstelinq{aarr
bieder. PTNome e endereco da instituicao/provedor de
satide implantado. RONumele si adresa institufiei/fumi-
zonului de asistenta medicald care implanteaza. SK
Nizov a adresa implantujiceho  zdravotnickeho
zariadenia/poskytovatela. SLIme in naslov zdravstvene
ustanove/izvajalca implantacije

EN Information  website  for tients. DA
Informationswebsted for patienter DE Informationsseite
fiir Patienten ' aod

N YU QOYEVELC,
ES Web de e pacientss. FR Site
dinformation pour les patients. IT Sito informativo per i
I)amerm i) Inforrnaune svefainé pacientams. NL

nformatiewebsite  voor  patienten. Ste de
|nfur|T|agu@s ra pacientes. RO Site de informare
Een SK Informacna stranka pre pacientov.
ntomuaqsl:a spletna stran za paciente

EN Serial number. DA Serienummer. DE Seriennummer.
EL oaipuaxdc apBpog. ES Nimero de serie. FR Numéro
de srie. IT Numero di serie. LT Serijos numeris. NL
Serienummer. PT Niimero de série. RO Numar de serie.

//QKSEHM islo. SL Serijska Stevilka

zanadenia. SL Edinstvena Sievilcna
hqgprave.

EN Lot number. DA Partinummer. DE Chargennummer.
ucnupnbu(,BNumﬂudehle FR Numéro de
lot. IT numero di lotto. LT Partijos numeris. NL
Lotnummer. PT Nimero de lote. RO Numrul lotului. SK

cislo parcely. SL stevilka serije

uDI
cnmsurﬁ ES Identmca or umco de dispositivo. FR
Identifian
glwmo ldenhﬁkato
Sﬁedlnﬁny identifikdtor zariadenia. SL
identfikator naprave
T for en enhedsm
numhwtmﬁr antemdelq)eafsch E&H
apfTIHG Kb
ifique a_un modele d'appareil. IT Codice numenco
univoca spacifico per un di di 1T Unikalus
Cgu‘ Jusivo especti S modelo de
TUMENico exclusiv ico para um
o RO Cod numeric unic pa‘[ unyi model de

EN Unigue Device Identifier. DA Unik, enheds-d. DE
Eindeufige beratekennung. EL Movabuko avaywwpionixo
dispositivo mmxo lT Un|ka s
rius. NL Unieke ap'% aat-l0.
di Identificator unic de dis %ﬁpozmv
uUDI-DI
EN Unlquenumu[codespmf[toadwxemdﬂ DA Unik
merisk kode
K UKEKDIIEVD, Yo
povieio ES Cadigo numeérico tnico 0
para un modelo de dispositivo. FR Coda numerique unique
ﬂ:am“mwsloujachingasmgmmmudﬂm NL Unieke
numerieke code die specifiek s vodr een
dispositivo.
di SK Jedinecny ciselny midel
ten E ool e

Layout: 200050081 Keraring Implant Card Rev00

Dimensions: 320 x 95 mm

Material: black ink on vitabianco card, gloss lamination
Weight: 325 g (printed double-sided with creases for 03 folds)

Pantone: Black C

Disposition: inserted inside the tertiary packaging (cartridge)
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4.1.5 Labels
4.1.5.1 Primay packaging label
I Rev.02
MEDIPHACOS
KERARING

nEFqSISAWUMWO
2

4075344  2027/08/23

[
g

(01) 07699330097803
(17) 270823

(30) 01

(10) 4075344

=
1)
=

=]
E

Variable data: reference, lot (OP), expiration date and UDI

e Layout: 200050026 Universal Case Label Rev 02

e Dimensions: 44 x 22 mm

e Material: couché borracha

¢ Disposition: affixed in the primary packaging (case) of the product.

4.1.5.2 Secondary packaging label

KERARING Mediphacos Rev 05
SI5A90M100 & I:Iﬂ @ @
4076956

[SN] | 0000000063 g C24s§

|I222001V2L 2022/09/20 202?!09!20|

i (01) 07899330097902 Ng_
= 5 (17) 270820 = =
Z| (30)01 f{_% Y
S| (10) 4076956 -
wall (21) 50000000063 | 90 600 pm 5,00 mm 100 pm |

Variable data: reference, lot (OP), serial number, sterilization lot,
date of manufacture, expiration date, UDI and model specifications.

Layout: 200050003 Zebra Autofit Tag Rev 06
Dimensions: 97 x 220 mm

Material: resin adhesive, transthermic
Front material: 67 to 75 ; 71 micron
Protective material: 52 to 59; 55.5 g/m2
Total weight: 133 to 150; 141.5 g/m2
Total thickness: 132 to 150; 141 micron
Release: 6 to 14; 180° gf/lin

Type of printing: flexography

Varnish: no

Minimum spacing: 3mm +1
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e Disposition: affixed in the secondary packaging (envelope) of the product.
4.1.5.3 Tertiary packaging labels:

a) Symmetric models: SI5 and S16

W (] | 2022000120 c € KERARING \

100 pm g 2027/09/20 | 2460 SI5A90M100

[MTMIMTTCWImmn - ¢

(01)07899330097902(17)270920(30)01(21)S0000000063

[LoT| [SN]| [seRLeed)

| 4076956 0000000063  1222001V2L | 100 pm
- P %_ = ﬂ
@ ﬁ_ ﬁ% 4 Labels affixed to tertiaty
| 600 um 90° 5,00 mm 4,4 mm 5,6 mm | packaging (cartridge)

® @ E & wcjﬂ/wc
O30
%ﬁ"]ﬁ [:LT_I ALINEITAS

(01) 07899330097902 CRFMG
(17) 270920 23364
(30) 01
(10) 4076956 @
(21) 0000000063 10161000006
Rev 06
KERARING "% KERARING "% \
SI5A90M100 SI5A90M100
» 0
9 4076956 9 4076956
% [sN]| 0000000063 % [sN] [0000000063
sl == || § &l =
= |s0°  500mm 100 um| = |[s0°  500mm____ 100 ym
_[fo1y 0783833008790 __ [o1y07898330087902
— [EF4E | (17) 270920 — EE4E |(17) 270020
7 | (30) 01 | (30) 01
Qk[E] | (10) 4076956 L3Il | (10) 4076956
(21) S0000000063 (21) S0000000063 Labels inserted inside the
tertiary packaging
KERARING ~ ™ KERARING ~ F=% cartridge
SI5A90M100 SI5A90M100

w »

8 LOT|| 4076956 8 LOT| | 4076956

T [sN]l 0000000063 £ [sn][oo0o000063

o . o -

s = || 8 &S =

= |s0°  s00mm__ 100um| = 0° __ 500mm ___ 100pum
(01) 07899330097902 [0ty 078g9330087902

— [=i®4E | (17) 270920 — [=124E] |(17) 270920

7 | (30) 01 & (30 01

GEE] | (10) 4076956 W] | (10) 4076956 ]

(21) §0000000063 (21) 50000000063

Variable data: reference, lot (OP), serial number, sterilization lot,
date of manufacture, expiration date, UDI and model specifications.
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b) Asymmetric models: ASI5 and ASI6

d [¥2] KERARING
2027108120 Cmﬁg

HI

30095755(17)270920{30)01{21)S000

100/200 pm

ILOT| [SN| [sTerLEEq]
|4l]?ﬁ!}l54 0000000005 1222001V2L 100/200 pm |
| 800 pm 120° 6,20 mm 54 mm 7,0 mm |

A X

ALINE L. FREITAS

5

Labels affixed to tertiaty
packaging (cartridge)

Labels inserted inside the
tertiary packaging
cartridge

(01) 07899330095755 CRFMG
(17) 270920 "https:/imediphacos.co 23364
(30) 01 miprodutosi/comea’kerar
(10) 4076964 ing-anel-infraestromal™
{21) S0000000005 10161000006
Rev 06
KERARING ™% KERARING  ™'*
ASH120M10-20C AS6120M10-200
w w
Q 4076964 9 [LoT]| 4076964
= 0000000005 ] 0000000005
o o _
5 & 7 S &Y
= [120° &20mm  100:200 pm | = | 120° 620mm  100/200 ym |
{01) 07899330095755 {01) 07899330095755
— E5EE | (17) 270920 — E5EE| (17) 270920
x| (30001 | (300 01
AT | (10) 4076964 S| (10) 4076964
| (21) SO000000005
KERARING  ™'* KERARING  ™'*
ASH120M10-20C AS6120M10-20C
W w
(=] o
Q 4076964 9 4076964
S 0000000005 3 0000000005
[~ - o :
5 & ¢ S &N
= 120° 620 mm 1007200 pm = 120 620 mm___100/200 pm
{01) 07899330095755 {01) 07899330095755
— [E5EE | (17) 270920 — [E52E| (17) 270920
3| (30) 01 %| (3001
FHEE | (10) 4076364 = (10) 4076964

Variable data: reference, lot (OP), serial number, sterilization lot,

date of manufacture, expiration date, UDI and model specifications.
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c) SG Models

SG-160-25D @ 2022/09/20 E KERARING
2027109120 | B4go.  |REF| scatsopzsmiso |

\HIIIHIIIII\HIH\I\IIII\I\|\I|||||||IHII|I|\II||||||||||||\|I\|I|I|| ¢

(01)07899330093867(17)270920(30)01(21)S00

|_||_|w_1 @

4076969 0000000014 180 pm

@ a A PN

[ 1750 ym 160 ° 4,7 mm

1222001V2L

8,2 mm |

@ & M A

ALINE L. FREITAS

Labels affixed to tertiaty
packaging (cartridge)

01) 07899330093867 = CRFMG
17) 270920 “https:/imediphacos.co 23364
30y miprodutos/comealkerar
10) 4076969 ing-anel-intraestromal™ @
21) S0000000010 10151000006
Rev 06
KERARING ™™ [uo] KERARING ™™
SGA160D25M180 5GA160D25M180
w W
8 LOT|| 4076969 8 4076969
T 0000000010 ; 3 0000000010 ;
& = s & = -
8 g% — || 8 &b —
= |60 lEﬂpml = |1e0- 13I]pm|
{01) 07899330093867 {01) 07899330093867
— [E¥EE |(17) 270920 — [E4EE |(17) 270920
(30)01 {30) 01
FHEE |(10) 4076969 FHEE |(10) 4076969
KERARING ™ KERARING ™™
SGA160D25M180 5GA160D25M180
w W
8 LOT|| 4076969 8 LoT|| 4076969
] 0000000010 ; 3 0000000010 ;
& = s & = -
= = — a T —
= |- lEﬂpml = |10- 13I]pm|
{01) 07899330093867 {01) 07899330093867
— [E¥EE |(17) 270920 — [E4EE |(17) 270920
(30101 (30} 01
FHEE |(10) 4076969 FHEE] |(10) 4076969

Labels inserted inside the
tertiary packaging
cartridge

Variable data: reference, lot (OP), serial number, sterilization lot,

date of manufacture, expiration date, UDI and model specifications.
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e Layouts:

200050003 Zebra Autofit Tag SI Rev 06
200050003 Zebra Autofit Tag AS Rev 06
200050003 Zebra Autofit Tag SG Rev 06
Dimensions: 97 x 220 mm

Material: resin adhesive, transthermic
Front material: 67 to 75 ; 71 micron
Protective material: 52 to 59; 55.5 g/m2
Total weight: 133 to 150; 141.5 g/m2
Total thickness: 132 to 150; 141 micron
Release: 6 to 14; 180° gf/lin

Type of printing: flexography

Varnish: no

Minimum spacing: 3mm %1

4.1.5.4 Implant card label:

KERARING
LOT ‘ 4076956 ‘

UDI-DI
‘ [ (01) 07899330097902| ’ SN ‘ 0000000063 ‘

Mediphacos Industrias Médicas SA

Deputado Cristovam Chiaradia, 777

Buritis, Belo Horizonte - MG .
ev

Variable data: reference, lot (OP), UDI-DI and serial number

e Layout: 200050003 Sticker Zebra Autofit Implant Card Rev 06
e Dimensions: 9,3 x 6,0 mm

e Material: resin adhesive, transthermic

o Disposition: affixed to the implant card.

4.1.5.5 Importer and distributor label

Rev. 00
& B
PhysIOL s.a (a company of BVI PhysIOL s.a (a company of BVI
group) group)
Liége Science Park, Allée des Liége Science Park, Allée des
Noisetiers, 4 Noisetiers, 4
B-4031 Liege, Belgium B-4031 Liége, Belgium

Variable data: name and address of the importer and distributor.

Layout: 200050085 Keraring Importer and Distributor Label Rev 00

Dimensions: 80 x 40 mm

Material: rubber couch

Disposition: affixed by the European Community importer to the tertiary packaging (cartridge).
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Note 1: If there is any need to change the layout or the information on the label 200050085, the Mediphacos
logistics sector, the Mediphacos importer in the European Union and the other importers to which this label
applies must be communicated.

4.1.5.6 Shipping label

FROM:
MEDIPHACOS SA 1 I1

AV.DEPUTADO CRISTOVAM CHIARADIA 240
CNPJ: 215588885/000130

BELO HORIZONTE, 30575-815 - MG

BURITIS

BRAZIL

TO:

Customer ID:
Name:
Address:
Neighborhood:
City:

State:

Zip Code:
Country:

? | 75189 | 1

ID# INTERNACIONAL

S 1) 11111

Variable data: ID code, name, customer
address, shipment 1D and barcode.

Layout: 900060042 Shipping label

Dimensions: 105 x 138 mm

Material: Coated Paper

Adhesive: Acrylic

Arrangement: Affixed to the product's transport boxes.

4.1.1Primary packaging security seal

35mm amm

I eI,

Knife edge

83mm
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Layout: 200030059 Security Seal Labels for Cases Rev 00

Dimensions: 35,0 x 8,0 mm

Material: bopp transparent, adhesive acrylic

Disposition: affixed to the cover and body of the primary package (case).

4.1.6 Embalagem de embarque

See current version EE EMB 17.

4.1.7 Instruction for use:

e Layout: 200010006 IFU Keraring Rev 11
e Disposition: inserted in the tertiary package (cartridge).

IV. ANNEXES

Not applicable.

V. REFERENCES

ANVISA. Resolution of the Collegiate Board - RDC N 665, of March 30, 2022.

MDR EN ISO 13485:2016_A11:2021 - Medical devices - Quality management systems -Requirements for
regulatory purposes.

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices.
EN 15223-1:2021 - Medical devices - Symbols to be used with medical device labels, labeling and information
to be supplied - Part 1: General requirements.

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices.

EN ISO 20417 2021&LC:2021- Medical devices - Information to be supplied by the manufacturer (ISO
20417:2021, Corrected version 2021-12).

IPA GQA 08 - Packaging and Marketing Material Control
DET IC 14 - Keraring Case

DET IC 30 Tyvek Surgical Grade Paper Envelope EO 8x18

EE EMB 17 Shipping Boxes



